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RE: DOCKET #97N-484S
To Wiom It May Concern:

It has recently come to ny attention that there
Is an attenpt to regulate allograft tissue. As
a neurosurgeon, | am dependent upon the use of
allograft bone material in nmany surgica
procedures, especially spinal fusions and
spinal reconstructions. This tissue currently
conmes from bone banks and they have provided
excellent service in supplying the nedica
comunity and hospitals with the necessary
allograft bone. There is no |ogical reason for
allograft bone to be classified as a nedica
devi ce and have to under%o FDA testing and
trials. It is not a mechanical or artificial
subst ance. For nost cases, we use the
patient's own bone but in sone cases we need to
use donor bone or supplenent the patient's own
bone with donor bone. W are nerely using the
cal cium and hydroxy apatite substructure of the
bone in these cases. The only difference

bet ween using the donor bone and the patient's
own bone is the fact that the bone has been
processed and the marrow and other soft-tissue
conponents have been renoved and sterilized.

The potential allograft as mnedical devices wll
provi de undue hardship and difficulties both in
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the maintenance of bone supplies but undoubtedly in the cost of
such material s. request that you drop any plan to alter the
current system

Respectful |y,

F. pavid Barranco, MD.
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